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Re: Guidance for Industry, Availability of Licensed Donor Screening Tests 
Labeled for Use with Cadaveric Blood Specimens 

Dear Sir: 

I am in receipt of your recent Guidance Document entitled “Availability of 
Licensed Donor Screening Tests Labeled for Use with Cadaveric Blood 
Specimens.” I understand that a Final Rule, published on January 26, 1998, required 
that donor specimens be tested and foun 
especially the AIDS virus, ‘HIV?, and’ H 
Virus, using FDA-licensed donor screening 
What is not clear is why “FDA-licensed scre 
specimens must be used when available”. 
results will be obtained on cadaveric specimens when li 
screening are used on specimens from deceased don 
are hemolyzed or lipemic, may give false-positive re 

The Guidance Document points 
company which are licensed 
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HIV and HBV. However, ther? 
testing for anti-HCV. Thus, it se 
cadaveric specimens for HIV and H 
and can, continue to use tests licensed 
requiring that only tests licensedand 
would restrict users to the tests of one manufacturer, Gene&a Systems. Since we use 
other licensed FDA tests at this time forPcestjng “6-f blood donors, ‘aswell’as for testing 
of specimens from cadavers who are donors of organs and~,$ssues,~this would,requires *““-s’ :a+, 
ui’to set up two technologies. Further, f?om oqiexperienc% in, evaluating many” L.~~*j~~+tl” nr 1 +<~~~pq1 
manufacturers’ tests, while those of Gene$s Systems me<[the criteria for sensitivity, 
they generally are inferior to others for spetiificity. The additional false-positives 
from the use of Genetics Systems tests will further depletethe already insufficient 
number of available organs for transplantation. 
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The timeframe for implementation of tests which have been licensed for cadaveric 
samples, of no later than January 3 1,2001, is insufficient. Additional time should be 
provided for other manufacturers to qualify their tests on cadaveric samples and/or to 
permit collection of data to show the equivalency for an “alternative approach” using 
tests which are licensed for blood donor specimens. 

Thank you for your consideration of the above comments. 

Paul V. Holland, M.D. 
Medical Director and Chief Executive Officer 

Pc: Erica Bonney 
Sally Morgan-Gannon 
Larry Hopkins, University of Florida Tissue Bank, Inc. 
Jeanne C. Mowe, AATB 
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